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414 STERILE DRUG PRODUCTS: FORMULATION, PACKAGING, MANUFACTURING, AND QUALITY

the expected rate of false positives using standard cleanroom sterility-test work stations has
been closer to 0.1%. Cloué and Wagner reported that the average false positive rate of steril-
ity tests using cleanroom technology was 0.5% to 1.0% while that for isolation technology
was 0% (6)
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